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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I, claims 1-13, 32 and 36-49 in 
applicant's election/restriction response of 12/02/2004 is acknowledged. The traversal 
is based on the grounds that applicant argues that each of the claims of Groups II to V 
share features recited in claim 1, and the apparatus claims of Group IV contain 
elements corresponding to the steps of the method claims of Group I. 

Applicant argument is not found persuasive because as Examiner explained in 
the previous restriction requirement of 1 1/02/2004, the inventions listed as Groups l-V 
do not relate to a single general inventive concept under PCT Rule 13.1 , because PCT 
Rule 1 3.2, they lack the same or corresponding special technical features for the 
following reasons: The special technical feature of each unrelated method of Groups l-V 
is: each Group's method produces different products (i.e. a biochemical product or a 
pharmaceutical product or an agrochemical product) utilizing different steps to produce 
the different products and/or each Group's method produces the same product utilizing 
different steps to produce the same product as exampled above. Moreover, Group l-V 
and Group VI do not share a special feature because Group IV and Group VI are 
unrelated as an apparatus and a product made. For example, Group Ps biochemical 
product as claimed can be made by another and materially different apparatus of Group 
VI such as the apparatus in Berson et al. (US 4868123). 

For the reasons above, the inventions of Group l-VI do not share a special 
technique feature. Accordingly, the search for each of the above inventions is not co- 
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extensive particularly with regard to the literature. Further, the reference which would 
anticipate the invention of one group would not necessarily anticipate or even make 
obvious the other group. 

The restriction requirement is still deemed proper and its therefore made final. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-13 and 32 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 is rendered vague and indefinite because the claim is missing a 
correlation step towards the end. It is suggested that application place a correlation step 
within the claim and/or towards the end of the claim. For example, it is suggested that 
applicant place claim 2 within claim 1. 

All other claims depend directly or indirectly from the rejected claims and are, 
therefore, also rejected under 35 U.S.C. 112, second paragraph for the reasons set. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4 and 6-13 and 32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Shepherd et al. (US 4,145,254). 

Applicant claims a method of producing a biochemical comprising the steps of 
providing a microorganism on a support: positioning said support such that said 
microorganism has access to a first medium providing conditions for growth of said 
microorganism (i.e. and controlling delivery of the first medium by regulating pressure, 
humidity and concentration); separating said microorganism from said first medium; 
positioning said support such that said microorganism has access to a second medium 
providing conditions for biosynthesis of said biochemical by said microorganism (i.e. 
and controlling delivery of the second medium by regulating pressure, humidity and 
concentration); extracting said biochemical from biomass of said microorganism and 
separating said biomass (i.e. secondary metabolite) from an extract of product. 

Shepherd et al. anticipate the claimed invention because Shepherd et al. teach 
(see, abstract, column 1 lines 58-68 and column 2 lines 1-22, column 3 lines 38-41) 
method of producing a biochemical (i.e. orange and/or red pigment) comprising the 
steps of providing a microorganism (i.e. Monascus) on a support: positioning said 
support such that said microorganism has access to a first medium providing conditions 
for growth of said microorganism (please note: one of ordinary skill in the art would 
inherently expect to control delivery of the first medium by regulating pressure, humidity 
and concentration from the beginning of the fermentation process to the end of the 
fermentation process); separating said microorganism from said first medium; 
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positioning said support such that said microorganism has access to a second medium 
providing conditions for biosynthesis of said biochemical by said microorganism (please 
note: one of ordinary skill in the art would inherently expect to control delivery of the 
second medium by regulating pressure, humidity and concentration from the beginning 
of the fermentation process to the end of the fermentation process); extracting said 
biochemical from biomass of said microorganism and separating said biomass (i.e. 
secondary metabolite is orange and/or red pigment) from an extract of product. 
Therefore, the reference is deemed to anticipate the claimed invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-13 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shepherd et al in view of St. Martin et al. (US 5,013,564). 

The primary reference is relied upon for the reason discussed above. Shepherd 
et al. do not expressly teach separating said biochemical includes performing high 
pressure liquid chromatography on said extract. 
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St. Martin et al. beneficially teach (see, examples of column 9 lines 39-53) that 
performing high pressure liquid chromatography on a said extracted product would 
produce a more purified isolated extracted product, (i.e. such as Monascus pigments) 

It is obvious to one of ordinary skill in the art at the time the invention was made 
to modify Shepherd et al. to include the beneficial teaching of St. Martin et al. because 
the combined teaching would create an improved method of producing a more purified 
biochemical (i.e. secondary metabolite of an orange and/or red pigment). 

Accordingly, the invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Claims 36-49 are rejected under 35 U.S.C. 103(a) as unpatentable over 
Hammann (US 4,772,558). 

Applicant claims a method of producing a biochemical comprising the steps of 
inoculating with a microorganism first face of a support means forming a dividing 
partition defining first and second volumes of a container, said first volume being in 
communication with the ambient atmosphere via a gas permeable plug; mounting said 
support means to said container with said first face of the support means exposed to 
said first volume and isolated from said second volume; supplying to said second 
volume a first medium providing conditions for growth of said microorganism; allowing 
access to said first medium by said microorganism; allowing said microorganism to 
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grow at the air/first medium interface; ending access of said microorganism to said first 
medium and separating said microorganism therefrom by removing a portion of the 
container which contains said first medium; attaching to said container a replacement 
for said removed portion; supplying to said second volume a second medium providing 
conditions for biosynthesis of said biochemical by said microorganism; allowing access 
to said second medium by said microorganism, and allowing said microorganism to 
secrete said biochemical into said second medium and further the step of extracting 
said biochemical from said second medium and/or biomass of microorganism and said 
microorganism be the secondary metabolite of said microorganism wherein step of 
separating said biochemical includes performing high pressure liquid chromatography 
on said extract. 

Hammann teaches a method comprising the steps of inoculating with a 
microorganism first face of a support means forming a dividing partition defining first 
and second volumes of a container; mounting said support means to said container with 
said first face of the support means exposed to said first volume and isolated from said 
second volume; supplying to said second volume a first medium providing conditions for 
growth of said microorganism; allowing access to said first medium by said 
microorganism; ending access of said microorganism to said first medium; supplying to 
said second volume a second medium providing conditions for biosynthesis of said 
biochemical by said microorganism; transferring microorganisms from the first medium 
to the second medium by allowing access to said second medium; and by allowing said 



Application/Control Number: 09/936,726 Page 8 

Art Unit: 1654 

microorganism into the second medium to grow to intrinsically produce a biochemical by 
said microorganism within the second medium. 

Hammann does not teach the method of producing a biochemical comprising the 
claimed steps of said first volume being in communication with ambient atmosphere via 
a gas permeable plug, allowing said microorganism to grow at the air/first medium 
interface; removing a portion of the container which contains said first medium; 
attaching to said container a replacement for said removed portion; conditions such as 
controlling the delivery of the first medium and/or second medium pressure, humidity 
and concentration and further the step of extracting said biochemical from said second 
medium and/or biomass of microorganism by separating the biochemical by performing 
high pressure liquid chromatography on said extract. However based the overall 
teachings of Hammann, the adjustment of these and other conventional working 
. conditions (e.g. the claimed steps of said first volume being in communication with 
ambient atmosphere via a gas permeable plug, allowing said microorganism to grow at 
the air/first medium interface; removing a portion of the container which contains said 
first medium; attaching to said container a replacement for said removed portion; 
controlling the delivery of the first medium and/or second medium pressure, humidity 
and concentration to help produce the desired biochemical product (i.e. a secondary 
metabolite) and the further step of extracting said biochemical and separating the 
biochemical by performing high pressure liquid chromatography on said extract), is 
deemed merely a matter of judicious selection and routine optimization which is well 
within the purview of the skilled artisan. 
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Accordingly, the invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, especially in the absence of evidence 
to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Randall Winston whose telephone number is 571-272- 
0972. The examiner can normally be reached on 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number . 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 



Business Center (EBC) at 866-217-9197 (toll-free). 




